ALL DAY BACK AND MUSCLE PAIN RELIEF- naproxen sodium tablet, coated
Walmart Inc.

Walmart Naproxen Sodium 220 mg Tablets

Drug Facts

Active ingredient (in each tablet)
Naproxen sodium 220 mg

(naproxen 200 mg) (NSAID)*
*nonsteroidal anti-inflammatory drug
Purposes

Pain reliever/fever reducer

Uses

temporarily relieves minor aches and pains due to:
e minor pain of arthritis

muscular aches

backache

menstrual cramps

headache

toothache

the common cold

temporarily reduces fever
Warnings

Allergy alert: Naproxen sodium may cause a severe allergic reaction, especially in
people allergic to aspirin. Symptoms may include:

hives

facial swelling

asthma (wheezing)

shock

skin reddening

rash

blisters

If an allergic reaction occurs, stop use and seek medical help right away.

Stomach bleeding warning: This product contains an NSAID, which may cause
severe stomach bleeding.

The chance is higher if you:

e are age 60 or older

e have had stomach ulcers or bleeding problems

e take a blood thinning (anticoagulant) or steroid drug



e take other drugs containing prescription or nonprescription NSAIDs (aspirin,
ibuprofen, naproxen, or others)

e have 3 or more alcoholic drinks every day while using this product

e take more or for a longer time than directed

Heart attack and stroke warning: NSAIDs, except aspirin, increase the risk of heart
attack, heart failure, and stroke. These can be fatal. The risk is higher if you use more
than directed or for longer than directed.

Do not use
e if you have ever had an allergic reaction to any other pain reliever/fever reducer
e right before or after heart surgery

Ask a doctor before use if

e the stomach bleeding warning applies to you

e you have a history of stomach problems, such as heartburn

e you have high blood pressure, heart disease, liver cirrhosis, kidney disease, asthma,
or had a stroke

e you are taking a diuretic

e you have problems or serious side effects from taking pain relievers or fever
reducers

Ask a doctor or pharmacist before use if you are

e under a doctor's care for any serious condition

e taking aspirin for heart attack or stroke, because naproxen may decrease this benefit
of aspirin

e taking any other drug

When using this product
e take with food or milk if stomach upset occurs

Stop use and ask a doctor if

you experience any of the following signs of stomach bleeding:
e feel faint

e vomit blood

e have bloody or black stools

e have stomach pain that does not get better

you have symptoms of heart problems or stroke:
chest pain

trouble breathing

weakness in one part or side of body

slurred speech

leg swelling

pain gets worse or lasts more than 10 days
fever gets worse or lasts more than 3 days

you have difficulty swallowing

it feels like the pill is stuck in your throat
redness or swelling is present in the painful area



first hour
e do not exceed 2 tablets in any 8- to 12-hour period

e do not exceed 3 tablets in a 24-hour period

last
e for the first dose you may take 2 tablets within the

e take 1 tablet every 8 to 12 hours while symptoms

e ask a doctor

sodium 20 mg

ients

d

ive ingre

e avoid high humidity and excessive heat above 40°C (104°F).

e each tablet contains
e store at 20-252C (68-779F).
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magnesium stearate, microcrystalline cellulose, polyethylene glycol, povidone, titanium

Keep out of reach of children. In case of overdose, get medical help or contact a
dioxide

Poison Control Center right away (1-800-222-1222).

definitely directed to do so by a doctor because it may cause problems in the unborn
Directions

If pregnant or breast-feeding, ask a health professional before use. It is especially
child or complications during delivery.

important not to use naproxen sodium at 20 weeks or later in pregnancy unless
colloidal silicon dioxide, croscarmellose sodium, FD&C blue #2 lake, hypromellose,

do not take more than directed

the smallest effective dose should be used
drink a full glass of water with each dose
Questions or comments? Call 1-877-290-4008

Adults and children 12 years and

any new symptoms appear
older
Children under 12 years

Other information

Inact
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- Drug Facts (continued) Drug Facts (continued)
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m the stomach bleeding warning applies to you i
e — Dr ug Facts myou have a history of stomach problems, such as :{'.:’,",m:fﬂm.'}{':ﬂ:: ::,':,msﬂ:mm be used
Fawp —— heartburn i i
Active ingredient (in each tablet) Purposes ‘myou have high blood pressure, heart disease, liver M drn ful lass of waler wih sach dose
Adults and children | mtake 1 tablet every 8 to 12 hours
12yearsand older | while symptoms last

m for the first dose you may take 2
tablets within the first hour

mdo not exceed 2 tablets in any
8-to 12-hour period

mdo not exceed 3 tablets ina

ity reli ! f . Ask a doctor or pharmacist before use if you are
m temporarily relieves minor aches and pains due to: ‘wunder a doctor's care for any serious condition

m minor pain of artritis. W muscular aches m taking aspirin for heart attack or stroke, because

Uses pain relievers or fever reducers
Pain Relief
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: *nonsteroidal anti-inflammatory drug myou have problems or serious side effects from taking
. Back & Muscle
1
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: ﬁﬁﬁﬁﬁﬁﬁi :{Egﬁiﬁl crames naproxen may decrease this benefit of aspirin 24-hour period
Naproxen Sodium mthe common cold miaking any other drug Children under | mask a doctor
m temporarily reduces fever When using this product 12 years

Tablets USP, 220 mg

m take with food or milk if stomach upset occurs : .
> Other information

Stop use and ask a doctor if
myou eg(pgrience any of the following signs of stomach : :g};t;hzlglzcgurga(lsnsqsog)lum 2m
L — w avoid high humidity and excessive heat above 40°C
mhives mfacial swelling m asthma (wheezing) ave bloody o black stook (104°F).
mshock mskin reddening mrash mblisters s iy t°° yﬁ _acmsto(;l i 1t get bett
It an allergic reaction occurs, stop use and seek medical help lave stomach pain that does not get better Inactive ingredients colloidal silicon dioxide,
right away. -Oé‘hg:‘{%:i);m".tﬂfgsuglfehgfe';xg{gg'ems or stroke: croscarmellose sodium, FD&C hhfle # Ialt(el, hypromellose,
H H Stomach bleeding warning: This product contains an NSAID, 3 £ magnesium stearate, microcrystalline cellulose,
Pain reliever/ which may cause severe stomach bleeding. Am weakress 1 0nf Jartor sl of oy polyethylene glycol, povidone, titanium dioxide
Fever reducer The chance is higher if you: me ”';S £pase Ils:g swel Thu 104 - >
mare age 60 or older W pain gets worse or lasts more than 10 days Questions or comments? Call 1-888-287-1915
(NSAI D) ave had stomach ulcers or bleeding problems m fover gets worse or lasts more than 3 days
ake a blood thinning (anticoagulant) or s1em|d drug myou have difficulty swallowing
ool aar ot e e e g o poescrol thes o vl prsnt e al e s [l ot
i s (aspirin, ibuprofen, naproxen, or ey I e,
Rackandmuski aches andipains 'whave 3 or more alcoholic drinks every day while using this any new appear s o covtrhonts o to fg(ﬁnu%s;g%}mwwmov

Warnings

Allergy alert: Naproxen sodium may cause a severe allergic
reaction, especially in people allergic to aspirin. Symptoms
may include:

product If pregnant or breast-feeding, ask a health professional ot e car o Ml Swneyof horonizared
' take more or for a longer time than directed belznrg use. It s especially imup’orlam not to |'|Jse naproxen 8382671915 oS Ao Ty

Heart attack and stroke warning: NSAIDs, except aspirin, sodium at 20 weeks or later in pregnancy unless
increase the risk of heart attack, heart failure, and stroke. definitely directed to do so by a doctor because it may
These can be fatal. The risk is higher if you use more than cause problems in the unborn child or complications
directed or for longer than directed. during delivery.

Do not use Keep out of reach of children. In case of overdose, get
mif you have ever had an allergic reaction to any other pain medical help or contact a Poison Control Center
@ liever/fever reducer (1-800-222-1222) right away.
TABLETS

m right before or after heart surgery | 4 BOX  BOTTLE

Actual Size

TAMPER EVIDENT: DO NOT USE THIS PRODUCT IF THE
IMPRINTED FOIL SEAL OVER THE MOUTH OF THE
BOTTLE IS CUT, TORN, BROKEN OR MISSING
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Drug Facts (continued)

before use. It is especially important not to use naproxen
sodium at 20 weeks or later in pregnancy unless definitely
directed to do so by a doctor because it may cause problems
in the unborn child or complications during delivery.

Keep out of reach of children. In case of overdose, get
medical help or contact a Poison Control Center
(1-800-222-1222) right away.

Drug Facts (continued)

These can be fatal. The risk is higher if you use more than
directed or for longer than directed.

Do not use
mif you have ever had an allergic reaction to any other pain
reliever/fever reducer

Ask a doctor before use if

Back & Muscle
Pain Relief

Naproxen Sodium
Tablets USP, 220 mg

Directions

m do not take more than directed

m the smallest effective dose should be used
mdrink a full glass of water with each dose

m the stomach bleeding warning applies to you

myou have a history of stomach problems, such as heartburn

myou have high blood pressure, heart disease, liver cirrhosis,
kidney disease, asthma, or had a stroke

myou are taking a diuretic

myou have problems or serious side effects from taking pain
relievers or fever reducers

i
U
U
|
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1 || mright before or after heart surgery
I
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1
I
I
1
1
|
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READ AND KEEP CARTON FOR COMPLETE
WARNINGS AND PRODUCT INFORMATION

Drug Facts

Active ingredient (in each tablet)
Naproxen sodium 220 mg

(naproxen 200 mg) (NSAID)*...Pain reliever/fever reducer
*nonsteroidal anti-inflammatory drug

Purposes

Uses
m temporarily relieves minor aches and pains due to:
mminor pain of arthritis m muscular aches

Ask a doctor or pharmacist before use if you are

munder a doctor's care for any serious condition

'm taking aspirin for heart attack or stroke, because naproxen
may decrease this benefit of aspirin

waking any other drug

m backache m menstrual cramps
m headache mfoothache
m the common cold

[} ily reduces fever

Warnings

Allergy alert: Naproxen sodium may cause a severe
allergic reaction, especially in people allergic to aspirin.
may include:

When using this product
m take with food or milk if stomach upset occurs

Pain reliever/
Fever reducer
(NSAID)

Adults and mtake 1 tablet every 8 to 12 hours while
children symgtoms last
12yearsand | m for the first dose you may take 2 tablets
older within the first hour
mdo not exceed 2 tablets in any 8- to
12-hour period
mdo not exceed 3 caplets in a 24-hour
period
Children under | mask a doctor
12 years:
Other information

m each tablet contains: sodium 20 mg
m store at 20-25°C (68-77°F).
mavoid high humidity and excessive heat above 40°C

Stop use and ask a doctor if

myou experience any of the following signs of stomach bleeding:

mfeel faint mvomit blood mhave bloody or black stools
m have stomach pain that does not get better
myou have symptoms of heart problems or stroke:

mchest pain mtrouble breathing

* For temporary relief of minor
back and muscle aches and pains

Inactive ingredients colloidal silicon dioxide,
croscarmellose sodium, FD&C blue #2 lake, hypromellose,
magnesium stearate, microcrystalline cellulose,
polyethylene glycol, povidone, titanium dioxide

m weakness in one part or side of body
mslurred speech m leg swelling

W pain gets worse or lasts more than 10 days

m fever gets worse or lasts more than 3 days

myou have difficulty swallowing

0 =g

Actual Size

Questions or comments? Call 1-888-287-1915

mit feels like the pill is stuck in your throat
mredness or swelling is present in the painful area
many new symptoms appear

If pregnant or breast-feeding, ask a health professional <

DISTRIBUTED BY: Walmart Inc.,

Satifaction auerenteed - | [ BEStECoARTar1S
r we'll eplace it or PROBUCT OF INDIA.

GiVe youyour morK **This product s not manufactured or
back. For questions or distributed by Bayer HealthCare LLC,
comments please call owner of the registered
1-888-267-1915. trademark Aleve® Tablets. 6068 1123

T

1 ‘94346 18910“ “ 6
Lot No.:

Exp. Date:

mhives mfacial swelling masthma (wheezing)

mshock mskinreddening mrash mblisters

If an allergic reaction occurs, stop use and seek medical

help right away.

Stomach bleeding warning: This product contains an

NSAID, which may cause severe stomach bleeding.

The chance is higher if you: m are age 60 or older

m have had stomach ulcers or bleeding problems

m take a blood thinning (anticoagulant) or steroid drug

mtake other drugs containing prescription or
nonprescription NSAIDs (aspirin, ibuprofen, naproxen,
or others)

m have 3 or more alcoholic drinks every day while using
this product

m take more or for a longer time than directed

Heart attack and stroke warning: NSAIDs, except aspirin,
increase the risk of heart atack, heart failure, and stroke. <

ALL DAY BACK AND MUSCLE PAIN RELIEF

naproxen sodium tablet, coated

Product Information
Product Type

Route of Administration

HUMAN OTC DRUG
ORAL

Active Ingredient/Active Moiety
Ingredient Name

NAPROXEN SODIUM (UNII: 9TN87S3A3C) (NAPROXEN - UNII:57Y76R9ATQ)

Inactive Ingredients

Item Code (Source)

NDC:79903-609

Basis of Strength Strength

NAPROXEN SODIUM

220 mg




Ingredient Name Strength
HYPROMELLOSE, UNSPECIFIED (UNIl: 3NXW29V3WO)
FD&C BLUE NO. 2 (UNIl: LO6K8R7DQK)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
MAGNESIUM STEARATE (UNIIl: 70097M6130)
POVIDONE (UNII: FZ989GH94E)
CROSCARMELLOSE SODIUM (UNII: M28OL1HH48)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIIl: 3\QOSDWI1A)

Product Characteristics

Color blue Score no score

Shape ROUND Size 10mm

Flavor Imprint Code 141

Contains

Packaging

# Item Code Package Description Marketing Start Marketing End
Date Date

1 '(\)'QDC:79903‘6()9‘ 1in 1 CARTON 12/15/2023

1 90 in 1 BOTTLE; Type 0: Not a Combination

Product
2 '3'(')3079903'609‘ 1in 1 CARTON 12/15/2023
2 200 in 1 BOTTLE; Type 0: Not a Combination

Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA090545 12/15/2023

Labeler - waimart inc. (051957769)

Registrant - TIME capP LABORATORIES, INC. (037052099)

Establishment
Name Address ID/FEI Business Operations
MARKSANS PHARMA LIMITED 925822975 manufacture(79903-609)

Revised: 12/2023 Walmart Inc.
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